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ATTACHMENT E

MAY 3 1 2013
510(k) SUMMARY

Trade Name: BRM ARS AND SLANT SCREWS

Sponsor: Advanced Interventional Technology LLC
6703 NW 167 Street, Suite C-9
Miami, Fla 33015

Contact: F. March
GAMA Associates LLC
Ph- 240.506.3212
Email- edogama~comcast.net

Device Generic Name: Bone Fixation Screw

Classification: CFR 888.3040, Class 11

Product Code: HWC

Product Description:

The ARS and SLANT Screws are made of titanium alloy (Ti6AI4V) accord ing to ISO
5832-3 and ASTM F 136. They are self-drilling, self-tapping and designed with a double
thread for better grip on tissue. The ARS and SLANT Screws are intended for single use
only.

The titanium ARS and SLANT SCREWs are cannulated for use with a guide wire and
have double-threading and different pitch for the proximal and distal threads. The
headless screws can be completely embedded in the bone thus avoiding any protrusion

that could cause irritation to the tissue. The double-thread design assures compression
and stability of the fractures. Both screws have reverse-cufftting flutes in the head threaded

portion to facilitate removal of the screw.

The code to clearly identify each product is laser-mark ed on the unthreaded cylindrical
screw part. The screws are color coded (anodized) to be easily recognized ARS (blue)

from SLANT (green).
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Indications for Use:

The ARS and SLANT SCREW medical devices are indicated for the fixation of bone
fractures and bone reconstruction. Examples include but are not limited to:

* Fixation of bone fragments in long or small bone fractures
*arthrodesis in hand or foot surgery
*mono or bi-cortical osteotomies in the foot or hand
*distal or proximal metatarsal or metacarpal osteotomies
*fixation of osteotomies for hallux valgus treatment (such as Scarf, Chevron, etc.)

Predicate Devices
-NewDeal QWIX Screws (K07 1639, K050346)

Substantial Equivalence Information
Based on available 510Ok information including engineering analyses, ALT bone fixation
screws (BRM ARS and Slant) are deemed substantially equivalent to the predicate
devices in terms of indications for use, material, technology and design specifications.
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4'DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampishire Avenue

Document Control Center - W066-0609
Silver Spring. MD 20993-0002

Advanced Interventional Technology LLC Letter dated: May 31, 2013
% GAMA Associates LLC
Mr. Eduardo March
7000 Cashell Manor Court
Derwood, Maryland 20855

Re: K130954
Trade/Device Name: BRM ARS and SLANT Screws
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: Class 11
Product Code: HWC
Dated: May 2, 2013
Received: May 3, 2013

Dear Mr. March:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMIA)..
Yourrd m byr(ejfoe, narket the device, ibjecS to the general cntrols prcoi'isionsofteAt

-The-general-controls-provisions-ofthe-Act-include-requirements-for-annual-registrationrlIistingof-
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDR- does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class 11 (Special Controls) or class III (PMA), it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Reizister.

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 80 1); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
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forth in the quality systems (QS) regulation (21 CFR Part 820)' and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7 100 or at its Internet address
httn://www.fda.gov/MedicalDevices/ResourcesforYou/Industv/default.htm. Also, pleasenote
the regulation entitled, "Misbranding by reference to premarket notification" (21ICFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htmi for the CDRH' s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYoIindustrv/default.htm.

Sincerely yours,

Mark Nj[,M-'Ilerson -S
Mark N. Melkerson
Director
Division-ofhrthopedic-Devices
Office-of-Device-Evaluation
Center for Devices and

Radiological Health

Enclosure
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5 10(k) Number (if known) _K1O95t.-

Dlevice Name: FIRMI AR S and IANT SCREW\S

I ndications for Use:

The ARS and SLANT SCREW medical devices aire indicated l'Ot the lixalioin of hone
fricitircs and bone ;econstruction. Examrples include hut are mo~t limited to:

* Fixation ol'bone fragmtents in lone, or small hone fracittics
*arthrodesis in hand or foot surgery
*mono011 or hi -cost ica) osico torn ic in the 1t oot or hanud
*distal or pioxinmi metatarsal or mnetacarpal usteotoinics
*Ii Nation of osicotonies for hallux valgus treatment (such as Scarf. Chevron. etc.)

Prescription Use _X_ AND IOR Over-the -Counter Use __

(PART 21 GFR 801.Subparl D) (PART 21 CFR 801 ,Sub~part C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CORH. OFFICE OF DEVICE EVALUATION

CONFIDENTIAL 3

2April 213 Eliza bet WL-iFrank -S
Division of Orthopedic Devices


